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•jinwr mss msm t) srrftl f 1 ¥*raft fa it? snmr ftrerx ft; *ft 

TftT 3fT 

Stparate Pacing is given to this Part in order that it may be filed as a 

separate compilation 


FTTtW <sfR ’ifftTR 5R9RT ftcTRR 
?l (^cn^nrfwnmr) 
qfsr^rr 

xf fftsftf, 25 ’TfrJTT, 1991 

HT . . f=T. 647 (?T).-—3^3 ITTRI'T 

f?PTJT, 19 45 spT affc ftsflSPT 979 % fftft 
fftsrftf 9i fftnrf ftfi sKT stt^, fftft ft^sftr *rsfr, fttcrfft 
ark srxrrer?r *nwr sifftfft^Er, 1940 (1940 ^ 23) 
ftt srm 12 sfk 33 sttt sn?tT srfapff 9 T srsftH 

ifRft |f\ 3{Vrfr 99Rtftt IRTTfPR fit ft TTmW 9RT 
% qtr?r\, 91 srv?Trsr qrxftt |, 3^ sfRisfr ftf 
sifts* r hr ftft 544 r sqfftrifT 3ft ^rur^rrCV ft fftft 

SD * 

S^nfsTtT fft^T ftlftT t, HR% T9ft SfUTfftft fttft ftt 
#nmr | ftk sg% sKT 3-5 3ft Trrcift | fft 
srre-'T fftxftr qr tit ft fftraftt sxr wist 
= pf srfftrrt, fftftft ^ 3Tfsr^mr wrfftrcr ftf ^ft I, 


wn ^ft trpki 4Rt fr Jffcift I, =rr5 fftsr qft srefft 

4ft SHTlfftr % qWR, fcRTR fftifT 3H9 9T I 

ftR|f dft -iriftTf ftR ^rftr <k, ftr rt x : pk 
Mftfft-x ?r:rf'j nft irsrrfcT ft 33ft txt urt fftmff 
ftr 9 m fftftr ri%t ft urt fft, frstr, 

fft^r 1 

SfRT fftmr 

1. (1) s9 fftxftf 9T ftpST'^ 9W ftAfft 2 tK 

3*rrsR- 3TW (ftfttSR) fftlTR, 1991 | I 

(2) ft ft ftfrrtr 99RFT ^ft ?rrrfa ft ^5 

9T9 % TT^TT TRl gftf ! 

2. fttxfft jrflravr ir^ftr fft-TH, 1945 % 

ftm 96 ft ^TfT'TJT (l) ft (lO) ft 95^X3 
fftsRFnftaft 5r«-\T:?9Tfq--x f^9r wfv% :— 

“ (11) ftftr Wl fxf-xfdft ft WkTRXX ftt RT 
fftxftt ft n ftcr fxft Tfrft 9 T 3 fR ft fft^ 55 ftfsxx 
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& frRfrfeF sep! qft afaftrot % ffSf 
FTOTF % FW afq fir M r H F?qqr FIFTF TT, fltEt 
From ^qr fqrnT fift st, Fff qtt 'jw nr®t tf ni s 
aflT F^FFW TIT FaFF FTSF fg-qt ^Pft ntt 

tftsrit it lftr.Ft. ir n$t fstuT stYt fT^f fwt 
% srofr tt Ffjro fto wt ir wmm n?ft 
vftFt, FFfa :— 


rnmr frsrqnqt, winwF, htjtrt'P, qnfr- 

Ftf-TFE'S, $IFfF, sp^FqpKqFFT, ^FFtFFj;- 
qrat, FrTWRqttsrt, smroFTnqr, mrmnxtFt, qrFqqtsft 
ntTfant aftr set frft V’, "f” nk 'V % ffpIf 
srrn wt FFt sft ntnfFqt. n% ft n 
^fr n weft tTTiifi 


TEg; jF FF % FF^'F fTmfrfqF qtt FET F$T sft- 
(qr) ST'Tt fffp: % ferr srpnfro frfrfTFt; 


(»ar) win ftfIf % frq; FTurftm :— 

(n) %gr frfrfPTt afh: qmf jtf; afk 

(f) nsn frfrfaFT % Ffm, Fen £fm afk 
fpfctc: FFntn % fn* FnrfrF frfrfOTi i” 


[?f. C!W-II0l4/l/88^tTnTTFr^ 

IT] 

aft.RF. Ftw, rfm fTf* 
FTW ¥T WTO FFTOTFJT (TT 3 - 1 I) 
sftqfsr afts srsprwT fifft Ptff, 1945 , 1 - 5-79 

FF F<TT FSTtmF ET if qqTW FtT FHqn qr?FT«T 

(TFTW fFFTF) TT^T if faFF FtnftT afk FFTSTF 

mr, Ffafrw afH fmF (qt.fr.at.i^r.) Ft 
FfiqfFcT t, Fmfam & I FmsFTF ’Em front f” FTFT 
% WET FTF-2, W 3 (l) ir Fqnfnn rwfqTpleT 
Ffa^FFTnt sttt FFtfm I ett rtt I :- 

I. FT.qn.fr. 1243 nr-CtF 6-10-1979 
2- Fr.qrr.fq-. 1242 npPt'g- 0-10-1979 

3. FT.q4.fq. 1243 FpVq G-lO-79 

4 . FT.TT.fF. 12 P .1 FRi'J 12 - 10-89 

5. FT.qn.fr. 430 FP'Vj 19-4-80 

6 . FT.qn.fr. 77 PFr- r iFr ?r- 7 -so 

7. Fr.TT.fF. 5 40 (f) FTTpF 2 2-9-8 0 

8. FT°FT, fr. 680 (f) cTpVsl 5-12-80 

9. FT.qF.fr. 681 (f) FTiW 5-12-80 

10. FT,qn.fr. 682 (f) FTW 5-12-80 

II. FT.qn.fF. 27(F) FR>F 17-1-81 


12- FT.qrT.fr. 478 (f) mffg- 6-8-81 

13. FT. qiT.fF. 62 (f) Flffr 15-2-82 

14. FT.qrT.fr. 462 (f) Flffg- 22-6-87 
15- FT.qrT.fT. 510(F) FKfa- 26-7-82 

16. Fr.qrr.fr. 13 (F) Fiffy 26 - 7-82 

17. FT.qrT.fr. 318(f) Frffq 1-5-84 

18. FT.qrT.fr. 331(f) FRtF 8-5-84 

19. FT.qrT.fr. 460 (f) FlftF 20-6-84 

20. FT.qrT.fr. 48 7 (f) FRpq 2-7-84 

21. FT.qrT.fr, 89(F) Flfra - 16-2- 8 5 

22. FT.qrT.fT. 788 (f) FKPif 10-10-83 

23 . Fr.qrr.fr. 1 7 (f) FrftF 7-1-84 

24 . FT.qrT.fr. 1049 (f) FTffq 29 - 5-86 

25. FT.qiT.fT. 1060(f) Flffq 5-9-86 

26. FT.qrT.fT. 1115(f) FrftFT 30-9-86 

27- FT.qrT.fT. 71 (F) FTftF 30-1-87 

28. FT.qn.fr. 57o(F)?rrfPi 12 - 6-87 

29 . FT.qn.fr. 626(f) Fiffar 2 - 7-87 

30 . FT.qn.fr. 792 (F) ftOft 17 - 9-87 

31 . Fr.qn.fr. 371 (F) Frftqr 14 - 3-88 

32. Fr.qn.fr. 75(F) FKfq 2-6-88 

33 . FT.qn.fr. 675(f) FTffsr 2 - 6-88 

34 . FT.qrr.fr. 676 (f) Frffj 2 - 0-88 

35. FT.qn.fr. 677 (f)'FT fiFr 2-6-88 

36 . FT.qn.fr. G 8 l(F) FRYF 6 - 6-88 

37. FT.qrT.fr. 735 (f) FP^q 24-6-88 

38. FT.qn.fT. 813(F) FEW 27-7-88 

39. FT.qrT.fT. 944 (f) FPitF 21-9-88 

40. FT.FT.fr. 4 3(F) FP^F 2 0-1-89 (FteqF) 

41. FT.qn.ff. 44 (f) TfRtF 20-1-89 (^fSFF) 

42. FT.qn.fr. ioo(f) nr^fq 14 - 2-88 ' 

43. FT.qn.fr. 443 (f) FFtF 12-4-89 

44. FT.vT.fr. 5S3 (f) FTW 2-6-89 (>1[ fST?!) 

45. FT.qn.fr. opi(f) nnttFT 11 - 7-89 

46. FT.qn.fr. 784 (f) FTTtF 28-8-89 

47. FT.qn.fr, i6 (f) nrtP? 10 - 1-90 

48. FT.qn.fr. 731 (F) Frqt’j 23 - 8-90 
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49. H7.*PT.ft. 865 (st) HTfftr 25-10-90 

so. HT.qrr.ft. n(sr) Hrctra: 7-1-91 

51- HT.qTT.ft-. 223(qr) HRftf 19-4-91 

52. HT.TT.ft, 246(?T) HTkft 1-5-91 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 25th October, 1991 

G.S.R. 647(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government proposes 
to make, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers donferred 
by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940) is hereby published, as re¬ 
quired by the said sections, for the information of 
all persons likely to be alfected thereby and notice 
is hereby given that the said draft rules will be taken 
into consideration after the expiry of a period of sixty 
days from the date of which the copies of the Official 
Gazette in which this notification is published are 
made available to the public; 

Any ^objection or suggestion which may be received 
from any person with respect to the said draft rules 
before the expiry of the specified period will be taken 
into consideration by the Central Government. 

DRAFT RULES 

1, (1) These rules may be called the Drugs and 

Cosmetics (Amendment) Rules, 1991. 

(2) They shall come to force after six months 
from, the date of their final publication in 
the Official Gazette. 

2. In rule 95 of the Drug' and Cosmetics Rules, 
1945, in snh-rnh' (1), fiber clause (x), the following 
clause shall be inserted, namely :— 

“(xi) In add'l'bn to the other particulars which 
are required to he printed or written under 
these rules, the label of innermost container 
of the followin'* czGrorier. of drugs and 
every other covering in which the container 
is racked sir’ll hoar a ronsnicitous red verti¬ 
cal lffi* on the left side running throughout 
the body of t^e lab ’ 1 which should not he 
less than 1 mm in width and without dis¬ 
turbing the other conditions printed on the 
label under these rules, namely :— 

Narcotic analgesics, bvnnbtics. sedatives, tran¬ 
quillizers, corticosteroids, hormones, 
hvnoNvcemics, antimicrobials, anti- 
enileutics. anfidenressants, anticoagulants, 
anfl-Caneer chants and all other drugs 
fading under Schedules ‘G’ ‘H 1 and ’X’ 
whether covered or not in the above list 


Provided that the provisions of this clause shall not 
apply to,— 

(a) preparations intended for animal treatment; 

(b) preparations intended for external use; 

(c) Ophthalmic preparations and ear drops, and 

fd) Sterile preparations such as sutures, surgical 
dressing and preparations intended for 
parenteral use.’’ 

[No. X-l 1014|1 |88-DMS & PFA] 
B. S. LAMBA, Jt. Secy. 

Note: The Drugs and Cosmetics Rules, 1945 as 
amended uptc 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-61), Subsequently 
the said rules have been amended by the 
following notifications published in Part II, 
Section 3, Sub-section (i) of the Gazette of 
India, namely :— 

1. GSR 1241. dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 779, dated 26-07-1980 

7. GSR 540(E), dated 22-09-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E). dated 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), dated 17-01-1981 

12. GSR 478(E), dated 6-08-1981 

13. GSR 62(E), dated 5-02-1982 

14. GSR 462(E), dated 22-06-1982 

15. GSR 510(E), dated 26-07-1982 

16. GSR 13(E), dated 7-01-1983 

17. GSR 318(E), daffid 1-05-1984 

18. GSR 331(E), dated 8-05-1984 

19. GSR 460(E), dated 20-06-1984 

20. GSR 487(E), dated 2-07-1984 

21. GSR 89(E), dated 16-02-1985 

22. GSR 788(E), dated 10-10-1985 

23. GSR 17(E), dated 7-01-1.986 

24. GSR 1049(E), dated 29-08-1986 

25. GSR 1060(E), dated 5-09-1986 

26. GSR 1115(E), dated 30-09-1986 
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27. GSR 71(E), dated 30-01-1987 

28. GSR 570(E), dated 12-06-1987 

29. GSR 626(E), dated 2-07-1987 

30. GSR 792(E), dated 17-09-1987 

31. GSR 371(E), dated 24-03-1988 

32. GSR 75(E), dated 2-06-1988 

33. GSR 675(E), dated 2-06-1988 

34. GSR 67o(E), dated 2-06-1988 

35. GSR 677(E). dated 2-06-1988 

36. GSR 680'F), dated ' 06-1988 

37. GSR 735(E). dated 24-06-1938 

38. GSR 813(H). dated 27-07-1988 

39. GSR 944(E). dated 21-09-19818 

Corrigendum 

40. GSR 43(E); dated 20-01-1989 

Corrigendum . 


41. GSR 44(E), dated 20-01-1989 

Corrigendum 

42. GSR 100(E), dated 14-02-1989 

Corrigendum 

43. GSR 443(E). dated 12-04-1989 

44- GSR 588(E), dated 2-06-1989 
Corrigendum 

45. GSR 691(E). dated 1107-1989 

46. GSR 784(E), dated 28-08-1989 

47. GSR 16(E), dated 10-01-1990 

48. GSR 731(E), dated 23-08-1990 

49. GSR 965(E). dated 25-10-1990 

50. GSR IKE), dated 7-01-1990 

51. GSR 223(E), dated 19-04-1991 

52. GSR 246(E), dated 1-05-1991 
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